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Room 6428
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Washington, DC 20004

Subject: Notice in Accordance with Section 8(e): Results of a Reproduction/Developmental
Toxicity Screening Test with Orasol Black RLI (CAS No. 117527-94-3)

Dear Section 8(e) Coordinator:

BASF Corporation is submitting results of a Reproduction/Developmental Toxicity Screening Test
with Orasol Black RLI (CAS No. 117527-94-3), conducted by BASF SE, Ludwigshafen, Germany.

The study has been performed according to OECD 421 with the dose levels of 0, 50, 200 and
1000 mg/kg body weight/day via gavage in rats. The high dose was discontinued due to high
maternal toxicity.

The following unexpected findings were seen:

Preliminary individual pregnancy and litter data at 50 and 200 mg/kg body weight/day showed
reduced live birth and viability indices compared to the control group.

The live birth index was 91.7 — 100.0% in controls (N = 10 dams) and 92.3 — 100.0% at 50 mg/kg
body weight/day (N = 9 dams) but 1 rat 50 mg/kg body weight/day had a live birth index of 10.0%.
The live birth index at 200 mg/kg body weight/day was reduced to 66.7 — 71.4% (N = 3) and 0.0%
(N = 1), only 5 rats were unaffected (100.0%) and one animal did not litter.

The viability index of control animals was 100.0% in all animals. The viability index was reduced at
50 and 200 mg/kg body weight/day due to 2 and 4 rats, respectively, with no pups alive on Day 4.

In addition, pup weights and pup weight gain were low at 200 mg/kg body weight/day. Compared
to the control group the pup weight gain was reduced by -15% in males and -30% in females.
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Dose Animal Live Viability | Mean pup Mean pup Mean pup
(mg/kg number| birth index % | body weight | body weight | body weight
bw/day) index (day 1) (day 4) gain
41 100.0 100.0
42 100.0 100.0 Males Males Males
43 100.0 100.0 69+05 10.2+0.8 3.3+04
44 100.0 100.0
Control 45 92.9 100.0
46 100.0 100.0
47 100.0 100.0 Females Females Females
48 100.0 100.0 6.6+05 99+08 33+04
49 91.7 100.0
50 100.0 100.0
51 100.0 100.0
52 100.0 100.0 Males Males Males
53 100.0 0.0 6.9121.0 106+14 34+£08
54 100.0 100.0
50 55 100.0 100.0
56 100.0 100.0
57 100.0 100.0 Females Females Females
58 10.0 0.0 6.9+06 10.3+1.3 34+08
59 92.3 100.0
60 100.0 100.0
61 0.0 -
62 100.0 100.0 Males Males Males
63 100.0 75.0 6406 95+07 28+02
64 100.0 88.9
200 65 66.7 0.0
66 66.7 0.0
67 100.0 77.8 Females Females Females
68 NL 6.1+06 82+1.2 2.3+0.6
69 71.4 0.0
70 100.0 100.0

NL = not littered
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BASF Corporation understands that reporting of the results from this study under TSCA 8(e) is in
accordance with EPA's policy.

If you have any questions, please contact the undersigned at (973) 245-6693.

Sincerely,

%M%ﬂ

Janet Cerra
Product Regulatory Center of Expertise
North America
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After printing this label:
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1. Use the 'Print' button on this page to print your label to your laser or inkjet printer.

2. Fold the printed page along the horizontal line.
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3. Place label in shipping pouch and affix it to your shipment so that the barcode portion of the label can be read and scanned.

Warning. Use only the printed original label for shipping Using a photocopy of this label for shipping purposes 1s fraudulent and could
result in additional billing charges, along with the cancellation of your FedEx account number

Use of this system constitutes your agreement to the service conditions in the current FedEx Service Guide, available on fedex.com.FedEx will not be
responsible for any claim in excess of $100 per package, whether the result of loss, damage, delay, non-delivery, misdelivery,or misinformation, unless
you declare a higher value, pay an additional charge, document your actual loss and file a timely claim.Limitations found in the current FedEx Service
Guide apply. Your right to recover from FedEx for any loss, including intrinsic valueof the package, loss of sales, income interest, profit, attorney's fees,
costs, and other forms of damage whether direct, incidental,consequential, or special is limited to the greater of $100 or the authorized declared value
Recovery cannot exceed actual documented loss.Maximum for items of extraordinary value is $500, e.g. jewelry, precious metals, negotiable
instruments and other items listed in our ServiceGuide. Written claims must be filed within strict time limits, see current FedEx Service Guide.
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